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(3) A document stating the arrange-
ments for granting, maintaining, ex-
tending, suspending and withdrawing
accreditation;

(4) Information about the assessment
and accreditation process;

(5) General information on the fees
charged to applicant and accredited
laboratories;

(6) A description of the rights and du-
ties of accredited laboratories as speci-
fied in §280.504 of this part, including
requirements, restrictions or limita-
tions on the use of the accrediting
body’s logo and on the ways of refer-
ring to the accreditation granted.

§280.502 Laboratory assessors.

(a) Requirements for assessors. The as-
sessor or assessment team appointed to
assess a laboratory shall:

(1) Be familiar with the relevant
legal regulations, accreditation proce-
dures and accreditation requirements;

(2) Have a thorough knowledge of the
relevant assessment method and as-
sessment documents;

(3) Have appropriate technical knowl-
edge of the specific tests or types of
tests for which accreditation is sought
and, where relevant, with the associ-
ated sampling procedures;

(4) Be able to communicate effec-
tively, both in writing and orally;

(5) Be free of any commercial, finan-
cial or other pressures or conflicts of
interest that might cause assessor(s) to
act in other than an impartial or non-
discriminatory manner;

(6) Not have offered consultancies to
laboratories which might compromise
their impartiality in the accreditation
process and decisions.

(b) Qualification procedures for asses-
sors. An approved/recognized accredita-
tion body shall have an adequate proce-
dure for:

(1) Qualifying assessors, comprising
an assessment of their competence and
training, and attendance at one or
more actual assessments with a quali-
fied assessor, and

(2) Monitoring the performance of as-
sessors.

(c) Contracting of assessors. An ap-
proved/recognized accreditation body
shall require the assessors to sign a
contract or other document by which
they commit themselves to comply
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with the rules defined by the accredita-
tion body, including those relating to
confidentiality and those relating to
independence from commercial and
other interests, and any prior associa-
tion with laboratories to be assessed.

(d) Assessor records. An approved/rec-
ognized accreditation body shall pos-
sess and maintain up-to-date records
on assessors consisting of:

(1) Name and address;

(2) Organization affiliation and posi-
tion held;

(3) Educational qualification and pro-
fessional status;

(4) Work experience;

(5) Training in quality assurance, as-
sessment and calibration and testing;

(6) Experience in laboratory assess-
ment, together with field of com-
petence;

(7) Date of most recent updating of
record.

(e) Procedures for assessors. Assessors
shall be provided with an up-to-date set
of procedures giving assessment in-
structions and all relevant information
on accreditation arrangements.

§280.503 Accreditation process.

(a) Application for accreditation. (1) A
detailed description of the assessment
and accreditation procedure, the docu-
ments containing the requirements for
accreditation and documents describ-
ing the rights and duties of accredited
laboratories (including fees to be paid
by applicant and accredited labora-
tories) shall be maintained up-to-date
and given to applicant laboratories.

(2) Additional relevant information
shall be provided to applicant labora-
tories on request.

(3) A duly authorized representative
of the applicant laboratory shall be re-
quired to sign an official application
form, in which or attached to which

(i) The scope of the desired accredita-
tion is clearly defined;

(ii) The applicant’s representative
agrees to fulfill the accreditation pro-
cedure, especially to receive the assess-
ment team, to pay the fees charged to
the applicant laboratory whatever the
result of the assessment may be, and to
accept the charges of subsequent main-
tenance of the accreditation of the lab-
oratory;
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(iii) the applicant agrees to comply
with the requirements for accredita-
tion and to supply any information
needed for the evaluation of the labora-
tory.

(@) (i) The following minimum infor-
mation shall be provided by the appli-
cant laboratory prior to the on-site as-
sessment:

(A) The general features of the appli-
cant laboratory (corporate entity:
Name, address, legal status, human and
technical resources);

(B) General information concerning
the laboratory covered by the applica-
tion, such as primary function, rela-
tionship in a larger corporate entity
and, If applicable, physical location of
laboratories involved;

(C) A definition of the materials or
products tested, the methods used and
the tests performed;

(D) A copy of the laboratory’s quality
manual and, where required, the asso-
ciated documentation.

(ii) The information gathered shall
be used for the preparation of on-site
assessment and shall be treated with
appropriate confidentiality.

(b) Assessment. (1) An approved/recog-
nized accreditation body shall appoint
qualified assessor(s) to evaluate all ma-
terial collected from the applicant and
to conduct the assessment on its behalf
at the laboratory and any other sites
where activities to be covered by the
accreditation are performed.

(2) To ensure that a comprehensive
and correct assessment is carried out,
each assessor shall be provided with
the appropriate working documents.

(3) The date of assessment shall be
mutually agreed with the applicant
laboratory. The latter shall be in-
formed of the name(s) of the qualified
assessor(s) nominated to carry out the
assessment, with sufficient notice so
that the laboratory is given an oppor-
tunity to appeal against the appoint-
ment of any particular assessor.

(4) The assessor(s) shall be formally
appointed. A lead assessor shall be ap-
pointed, if relevant. The mandate given
to the assessor(s) shall be clearly de-
fined and made known to the applicant
laboratory.

(c) Sub-contracting of assessment. (1) If
an approved/recognized accreditation
body decides to delegate fully or par-
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tially the assessment of a laboratory to
another body, then the accreditation
body shall take full responsibility for
such an assessment made on its behalf.

(2) An approved/recognized accredita-
tion body shall ensure that the party
to which assessment has been dele-
gated is approved/recognized by NIST.

(d) Assessment report. (1) An approved/
recognized accreditation body may
adopt reporting procedures that suit
its needs but as a minimum these pro-
cedures shall ensure that:

(i) A meeting takes place between the
assessor or assessment team and the
laboratory management prior to leav-
ing the laboratory at which the assess-
ment team provides a written or oral
report on the compliance of the appli-
cant laboratory with the accreditation
requirements;

(if) The assessor or assessment team
provides the accreditation body with a
detailed assessment report containing
all relevant information concerning
the ability of the applicant laboratory
to comply with all of the accreditation
requirements, including any which
may come about from the results of
proficiency testing;

(iii) A report on the outcome of the
assessment is promptly brought to the
applicant laboratory’s notice by the ac-
creditation body, identifying any non-
compliances that have to be discharged
in order to comply with all of the ac-
creditation requirements. The labora-
tory shall be invited to present its
comments on this report and to de-
scribe the specific actions taken, or
planned to be taken within a defined
time, to remedy any non-compliances
with the accreditation requirements
identified during the assessment.

(2) The final report authorized by an
approved/recognized accreditation body
and submitted to the laboratory, if it is
different, shall include as a minimum:

(i) Date(s) of assessment(s);

(if) The names of the person(s) re-
sponsible for the report;

(iii) The names and addresses of all
the laboratory sites assessed;

(iv) The assessed scope of accredita-
tion or reference thereto;

(v) comments of the assessor(s) or as-
sessment team on the compliance of
the applicant laboratory with the ac-
creditation requirements.
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(3) The reports shall take into consid-
eration:

(i) The technical qualification, expe-
rience and authority of the staff en-
countered, especially the persons re-
sponsible for the technical validity of
test reports or test certificates;

(if) The adequacy of the internal or-
ganization and procedures adopted by
the applicant laboratory to give con-
fidence in the quality of its services,
the physical facilities, i.e., the environ-
ment and the calibration/test equip-
ment of the laboratory including main-
tenance and calibration having regard
to the volume of work undertaken;

(iii) Proficiency testing or other
interlaboratory comparison performed
by the applicant laboratory, the results
of this proficiency testing, and the use
of these results by the laboratory;

(iv) The actions taken to correct any
non-compliances identified at previous
assessments.

(e) Decision on accreditation. (1) The
decision whether or not to accredit a
laboratory shall be taken by an ap-
proved/recognized accreditation body
on the basis of the information gath-
ered during the accreditation process.

(2) An approved/recognized accredita-
tion body shall not delegate its respon-
sibility for granting, maintaining, ex-
tending, suspending or withdrawing ac-
creditation.

(f) Granting accreditation. (1) An ap-
proved/recognized accreditation body
shall transmit to each accredited lab-
oratory formal accreditation docu-
ments such as a letter or a certificate
signed by an officer who has been as-
signed such responsibility. These for-
mal accreditation documents shall per-
mit identification of—

(i) The name and address of the lab-
oratory that has been accredited;

(ii) The scope of the accreditation in-
cluding:

(A) The tests or types of test for
which accreditation has been granted;

(B) For tests, the materials or prod-
ucts tested, the methods used and the
tests performed;

(C) For specific tests for which ac-
creditation has been granted the meth-
ods used defined by written standards
or reference documents that have been
accepted by the accreditation body.
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(iii) Where appropriate, the persons
recognized by the accreditation body as
being responsible for the test certifi-
cates or the test reports;

(iv) The term of accreditation which
shall be valid for a period not to exceed
three years;

(v) The accredited laboratory by a
unique number.

(2) An approved/recognized accredita-
tion body shall furnish notification to
NIST required by Subpart B of this
part.

(g) Surveillance and reassessment of ac-
credited laboratories. (1) An approved/
recognized accreditation body shall
have an established documented pro-
gram consistent with the accreditation
granted for carrying out periodic sur-
veillance and reassessment at suffi-
ciently close intervals to ensure that
its accredited laboratories continue to
comply with the accreditation require-
ments.

(2) Surveillance and reassessment
procedures shall be consistent with
those concerning the assessment of lab-
oratories as described in this Subpart.

(h) Proficiency testing. (1) The ap-
proved/recognized accreditation body
shall require each fastener testing lab-
oratory it accredits, and each labora-
tory which has applied to it for accred-
itation to participate in proficiency
testing comparable to that conducted
under Subpart C of this part by
NVLAP.

(2) Although an accreditation shall
not be granted or maintained only on
the basis of the results of proficiency
testing, accreditation shall not be
granted or maintained if required pro-
ficiency testing participation is unsat-
isfactory.

(i) Certificates or reports issued by ac-
credited laboratories. (1) An approved/
recognized accreditation body shall
normally allow an accredited labora-
tory to refer to its accreditation in test
reports and test certificates that con-
tain only the results of tests or types
of test for which accreditation is held.

(2) An approved/recognized accredita-
tion body shall have a policy that de-
fines the circumstances in which ac-
credited laboratories are permitted to
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include in test reports or test certifi-
cates, the results of tests for which ac-
creditation is not held and the results
of sub-contracted tests.

§280.504 Relationship
proved/recognized
body and laboratory.

between ap-
accreditation

(a) An approved/recognized accredita-
tion body shall have arrangements to
ensure that the laboratory and its rep-
resentatives afford such accommoda-
tion and co-operation as is necessary,
to enable the accreditation body to
verify compliance with the require-
ments for accreditation. These ar-
rangements shall include provision for
examination of documentation and ac-
cess to all testing areas, records and
personnel for the purposes of assess-
ment, surveillance, reassessment and
resolution of complaints.

(b) An approved/recognized accredita-
tion body shall require that an accred-
ited laboratory—

(1) At all times complies with the rel-
evant provisions of these regulations;

(2) Claims that it is accredited only
in respect of services for which it has
been granted accreditation and which
are carried out in accordance with
these conditions;

(3) Pays such fees as shall be deter-
mined by the accreditation body;

(4) Does not use its accreditation in
such a manner as to bring the accredi-
tation body into disrepute and does not
make any statement relevant to its ac-
creditation which the accreditation
body may consider misleading or unau-
thorized;

(5) Upon suspension or withdrawal of
its accreditation (however determined)
forthwith discontinues its use of all ad-
vertising matter that contains any ref-
erence thereto and return any certifi-
cates of accreditation to the accredita-
tion body;

(6) Does not use its accreditation to
state or imply any product approval by
the accreditation body or any agency
of the United States Government;

(7) Endeavors to ensure that no cer-
tificate or report nor any part thereof
is used in a misleading manner;

(8) In making reference to its accred-
itation status in communication media
such as advertising, brochures or other
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documents, complies with the require-
ments of the accreditation body.

(c) Notification of change. (1) An ap-
proved/recognized accreditation body
shall have arrangements to ensure that
an accredited laboratory informs it
without delay of changes in any aspect
of the laboratory’s status or operation
that affects the laboratory’s:

(i) Legal, commercial or organiza-
tional status;

(if) Organization and management,
e.g., key managerial staff;

(iii) Policies or procedures, where ap-
propriate;

(iv) Premises;

(v) Personnel, equipment, facilities,
working environment or other re-
sources, where significant;

(vi) Authorized signatories;

(vii) Or other such matters that may
affect the laboratory’s capability, or
scope of accredited activities, or com-
pliance with the requirements in this
document or any other relevant cri-
teria of competence specified by the ac-
creditation body.

(2) Upon receipt of due notice of any
intended changes relating to the re-
quirements of this document, the rel-
evant criteria of competence and any
other requirements prescribed by the
accreditation body, the accreditation
body shall ensure that the laboratory
carries out the necessary adjustments
to its procedures within such time, as
in the opinion of the body is reason-
able. The laboratory shall notify the
body when such adjustments have been
made.

(d) Directory of accredited laboratories.
An approved/recognized accreditation
body shall produce periodically but at
least annually a directory of accredited
laboratories describing the accredita-
tion granted.

Subpart G—Enforcement

§280.600 Scope.

Section 280.601 of this part lists defi-
nitions used in this part. Section
280.602 of this part specifies that failure
to take any action required by or tak-
ing any action prohibited by this part
constitutes a violation of this part.
Section 280.603 describes the penalties
that may be imposed for violations of
this part. Sections 280.605 through
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